TH S OPI Nl ON WAS NOT WRI TTEN FOR PUBLI CATI ON

The opinion in support of the decision being entered today (1) was not witten for
publication in a law journal and (2) is not binding precedent of the Board.
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UNI TED STATES PATENT AND TRADEMARK OFFI CE

BEFORE THE BOARD OF PATENT APPEALS
AND | NTERFERENCES

Ex parte PAUL YAO CHEUNG WANG

Appeal No. 93-3228
Application 07/796, 023!

ON BRI EF

Before WLLIAM F. SM TH, Adm nistrative Patent Judge, and
McKELVEY, Senior Adm nistrative Patent Judge, and WALTZ,
Adm ni strative Patent Judge.

WALTZ, Adm nistrative Patent Judge.

DECI SI ON ON APPEAL
This is an appeal under 35 U.S.C. § 134 fromthe

exam ner’s final rejection of clains 7 through 14, 21 through

! Application for patent filed Novenber 22, 1991. According to appellant, the
application is a division of Application 07/063,968, filed June 19, 1987, now Patent No.
5,110,595, granted May 5, 1992, which is a continuation-in-part of Application
07/ 016, 845, filed February 20, 1987, now abandoned.
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25 and 28 through 31, which are all of the clains remaining in
this application.

According to appellant, the invention is directed to a
bi oerodi bl e preparation inplant with sustai ned acti on achi eved
by conpressing an adm xture of a solid active agent with solid
lipid powder (brief, page 2).

Caim7 is illustrative of the subject matter on appea
and i s reproduced bel ow

7. A bioerodible preparation inplant with sustained

action which consists essentially of a conpressed adm xture of
an effective anount of solid bioactive polypeptide with lipid
powder, with the said |ipid powder being selected fromthe
group consisting of glycerides, waxes, long-chain fatty acids

or derivatives, phospholipids, sphingolipids, cerebrosides,
t er penes, non-hornonal steroids or a conbination thereof.

The exam ner has relied upon the follow ng references:

Kent 4,452,775 Jun.
5, 1984

Ki dr on 4,579, 730 Apr. 1,
1986

Jang 4,882, 167 Nov.
21, 1989

Nakagane et al. (EP *'949) 0 143 949 Jun. 12,
1985

(Publ i shed European Patent Application)
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Clainms 7-11, 14, 21, 22, 25 and 28-31 stand rejected
under 35 U.S.C. 8§ 102(b) as anticipated by Kent. Caim7
stands rejected under 35 U S.C. 8§ 102(b) as anticipated by EP
“949. dains 7 and 8 stand rejected under 35 U S.C. § 102(b)
as anticipated by Kidron. Cdains 7-13, 21-24 and 28-31 stand
rejected under 35 U. S.C. § 103 as unpatentable over Jang in
view of Kent. W vacate all of the stated rejections and,
pursuant to the provisions of 37 CFR 8§ 1.196(b), enter a new
ground of rejection of clains 7-14, 21-25 and 28-31 under 35
U S.C. 8§ 112, second paragraph, for failing to particularly
point out and distinctly claimthe subject matter which
applicant regards as his invention. W also include a
statenent under 37 CFR

§ 1.196(c).

OPI NI ON

A. The New Ground of Rejection Under 37 CFR §
1.196(b)

The limtations of appealed claim7 are that the inplant
i's bioerodible with sustained action and ?consi sts essentially

of ? a conpressed adm xture of an effective anount of a solid
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bi oactive polypeptide with |ipid powder. The |ipid powder may
be, inter alia, solid lipids, cholic acid, or preferably

chol esterol (specification, page 8, lines 2-19). The

bi oacti ve pol ypeptide nay be insulin or somatotropin? (id.,

page 1, lines 10-14, and page 3, lines 2-3).

A maj or point of contention between appellant and the
exam ner is the neaning or scope of the clained term
“consisting essentially of” (brief, pages 3-5, and the answer,
pages 3 and 9-11). The neaning of the phrase “consisting
essentially of” is well settled. The CCPAin Inre
Janaki r ama- Rao® defi nes “consisting essentially of” as
fol |l ows:

The word “essentially” opens the clains to
the inclusion of ingredients which would
not materially affect the basic and novel
characteristics of appellant’s conpositions

as defined in the balance of the claim..
(enphasis in original).

2 The exaniner has used the word “somat otropin” and the term “growth hornone”

i nterchangeably (answer, page 3, line 3). Appellant has not contested this usage.

% 317 F.2d 951, 954, 137 USPQ 893, 896 (CCPA 1963). See also In re DelLajarte,
337 F.2d 870, 873-74, 143 USPQ 256, 258 (CCPA 1964), discussed on pages 3-4 of the
brief, and Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948).
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In construing the phrase “consisting essentially of” in
appellant’s clains, it is necessary and proper to determ ne
whet her the specification reasonably supports a construction
whi ch woul d include the materials of the cited prior art. See
In re Herz, 537 F.2d 549, 551, 190 USPQ 461, 463 (CCPA 1976).
Appel  ant’ s specification, under the heading “Summary of the
Invention”, states that the invention is that “lipid powder is
sinply adm xed with a suitable anobunt of bioactive

macr onol ecul e, and conpressed into a disc or rod w thout any

ot her conponents.” (specification, sentence bridgi ng pages 7

and 8, enphasis added). Fromthe remai nder of appellant’s
specification, including the exanples, there is no disclosure
or teaching that any conponents can be enployed in the inplant
ot her than the clained solid bioactive pol ypeptide and |ipid
powder . 4 The | egal standard for
defini teness under paragraph two of 35 U . S.C. § 112 is whether
a clai mreasonably apprises those of skill in the art of its

scope. See Angen Inc. v. Chugai Pharnaceutical Co. Ltd., 927

4 see the specification, page 8, lines 25-28, page 9, lines 13-25, and Exanpl es

1-5 on pages 11-21.
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F.2d 1200, 1217, 18 USPQ2d 1016, 1030 (Fed. G r. 1991). An

ot herwi se definite claimnmay take on an unreasonabl e degree of
uncertainty upon a reading of the specification disclosure.
See In re More, 439 F.2d 1232, 1235 n. 2, 169 USPQ 236, 238
n.2 (CCPA 1971). Were, as here, there is an anbiguity
between the well settled neaning of “consisting essentially
of ” and the construction of the clainmed subject matter as
explicitly described in the specification, it is apparent that
one of ordinary skill in the art would not be reasonably

appri sed of the scope of the clains. |If appellant discloses
in the specification that no conponents are present in the

i npl ant ot her than the bioactive nacronol ecule and the lipid
powder, but the well accepted neaning of the claimincludes

ot her conponents as |ong as the basic and novel
characteristics of the clained conposition are not materially
af fected, appellant is not

particularly pointing out and distinctly claimng the subject
matter he regards as his invention as required by the second
paragraph of 35 U S.C. § 112.

For the foregoing reasons, we enter a new ground of
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rejection pursuant to 37 CFR 8§ 1.196(b) of clains 7-14, 21-25

and 28-31 under 35 U.S.C. § 112, second paragraph.

B. Statenent Under 37 CFR § 1.196(c)

Al'l of the prior art applied by the exam ner in rejecting
the clains on appeal contains conponents other than a
bi oacti ve macronol ecule and a |ipid powler (see the analysis
of the references on pages 3-6 of the answer). Because the
subject matter defined by the clains is not clear, it is not
possi bl e to assess whether this subject matter woul d have been
antici pated under 8§ 102 or unpatentable under 8§ 103. See In
re Steele, 305 F.2d 859, 862-63, 134 USPQ 292, 295-96 (CCPA
1962). Accordingly, we have vacated all four prior art
rejections.

The clains on appeal, if anmended to read “consisting of”
instead of the presently clainmed phrase “consisting
essentially of”, would avoid the foregoi ng new ground of
rejection under 35 U.S.C. 8 112, second paragraph. The term
“consisting of” has the accepted nmeaning of closing the claim

to the inclusion of materials other than those recited except
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for inmpurities ordinarily associated therewith.® The
insertion of “consisting of” into the clains on appeal would
obvi ate the new ground of rejection entered above since the
scope of the anended clains woul d be consistent with the

di scl osure and teachings of the specification. The exam ner
shoul d re-evaluate the patentability of the subject matter in
any anended clains in view of the above remarks and the prior
art.

The exam ner and appel | ant shoul d reconcil e the scope of
the | anguage of clainms 7 and 8, if amended pursuant to our
statenment under 37 CFR § 1.196(c), with the | anguage of
dependent clains 11 and 29-31. Specifically, the kit of
clainms 11 and 31 and the bi oerodi ble preparation of clainms 29
and 30 all recite the term ?conprises? but these clains
ultimately depend on clainms 7 and 8. The neaning or scope of
the term?conprises? is well settled. The term ?conprises?

| eaves the claimopen for the inclusion of unspecified

® See Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948), and cases cited in

footnote 3 supra.
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i ngredients even in ngjor anounts.® Therefore, upon
amendnent, the exam ner and appellant should reconcile the
scope of the clains.

Thi s deci sion contains a new ground of rejection pursuant
to 37 CFR 8 1.196(b) (anended effective Dec. 1, 1997, by final
rule notice, 62 Fed. Reg. 53,131, 53,197 (CQct. 10, 1997), 1203
Of. Gaz. Pat. & Trademark O fice 63,122 (COct. 21, 1997)). 37
CFR
8§ 1.196(b) provides that, “A new ground of rejection shall not
be considered final for purposes of judicial review”

37 CFR § 1.196(b) al so provides that the appell ant,

WTH N TWO MONTHS FROM THE DATE OF THE DEC SI ON, nust exercise

one of the followng two options with respect to the new
ground of rejection to avoid term nation of proceedi ngs

(8 1.197(c)) as to the rejected clains:

(1) Submt an appropriate anendnent of
the clains so rejected or a show ng of
facts relating to the clains so rejected,
or both, and have the matter reconsi dered
by the
exam ner, in which event the application

6  see Ex parte Davis, 80 USPQ 448, 450 (Bd. App. 1948). See also In re Baxter,

656 F.2d 679, 686-87, 210 USPQ 795, 802-03 (CCPA 1981).
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will be remanded to the exam ner.

(2) Request that the application be
reheard under 8§ 1.197(b) by the Board of
Pat ent Appeal s and Interferences upon the
sanme record.

37 CFR § 1.196(c) provides:

Shoul d the decision of the Board of Patent
Appeal s and Interferences include an
explicit statenent that a claimmy be

all owed in anended form appellant shal
have the right to anmend in conformty with
such statenent which shall be binding upon
the exami ner in the absence of new

ref erences or grounds of rejection.

A statenment pursuant to 37 CFR 8 1.196(c) has been nade
in this decision. Atinme period in which appellant may file

an amendnent for the purpose stated in 8 1.196(c) is hereby

set to expire TWO MONTHS FROM THE DATE OF THI S DECI SI ON

No tinme period for taking subsequent action in connection

with this appeal may be extended under 37 CFR § 1.136(a).

VACATED - 37 CFR § 1.196(b) and (c)

WLLIAMF. SM TH
Adm ni strative Patent Judge

N N N
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FRED E. McKELVEY, Seni or
Adm ni strative Patent Judge

THOVAS A. WALTZ
Adm ni strative Patent Judge

OSTRCLENK, FABER, GERB & SOFFEN

1180 Avenue of the Americas
New Yor k, New York 10036- 8403
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